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Refcrto MsN97-19

Dear Mr. Raw

During our kapcction of pur cosmetic and drug manufacturing fdty l-ted in
Shorcvkw, MN, FDA Investigator Sharon Thoma observed serious dcviationa
from Good Manufacturing Practice RcguIationa, Title21, ~

●~ Puts 210 and211 (GMF). A copy ia enclosed for your information
The manufhcturc of anthniuobiat soap in a fiuili~ which is not in mmpliancc
Mti GW=-tit~~& ddtititi@m-gti-on
501 (a)(2)(B) of the Federal Foo4 Drug and Coamctic k

Our hwutigator documcntd non-compliance in all artM of GMP in the
manufacturing of Ws pmdUCL Okrwd ddatiorw inchadc, but arc not linhd
to:

1. FaiIurc to test kh mWmaterialand finished prod=
2. hike to establish data to support expiration period.
3. Failure to caiibrate cquipmcrm
4. Failure to mablish label controls.
5. Failure to cstabiish or maintain a complaint file.
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6. Failureto maintain adequatebatch records.
7. Failure to assign unique letAnumbers to raw mataial or finished producL

8. Failure to establish Standard ~tiOn l%occdu=s required by GMP.

These vidadons were dcmibcd on Form FDA483 delivered to you on
December 10, 1996, by Ms. The- A copyisenclosedforyourconwnkncc

This idcndfl-don of violations is not intended to be an all inclusive list of
clddcndes at your fadity. k is your rcspond~~ to ensure adherence with each
rcqukement of the Good Mad-g -= -OZU. Federal agcndes am
-of*c-@ofdv’* titi**ti*q*
this informadon into account when considering the award of Conuacts.
Addidcmally,pendinghtibiOtiC Form 6, ~~ -A, Or ~ -

nxpestsfn8ynot beapprWUiulWilthCtiqoktiomm@-

o You shouldtak prompt acdon to correct these deviations. Failure to promptly
Corratthcscd cviationsm ayrdth+@vdm*ti==@a
Such action indudu seizure artdhr injuncdom

Your reply should be sent to Compliaxw Wker kvrcnce R Murphy at the
address indiatcd on the letterhead

Swcrdy ywurs,
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Dinxtor
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Minnqlo Distxicc
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